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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Data Compensation

You have submitted a revised data matrix dated 11/4/02 which includes both product specific
data listings, and TGAI data listings for the unregistered zinc active ingredient. This matrix is
unacceptable. The following deficiencies must be satisfied by submitting a revised matrix.

A. Product specific data listings

As per the acute toxicity comments listed above, the six cited product specific acute toxicity
studies are not acceptable to support this product. You must either delete these, use other
acceptable studies, or provide an acceptable scientific rationale for why the cited studies apply.
An adequate justification for applicability was not submitted.

B. Zinc TGAI generic data listings
The proposed uses require a standard non-food generic “Tier 1” data set for TGAI zinc consisting
of the following data; product chemistry, hydrolysis, acute toxicity, one 90 day subchronic,
developmental, mutagenicity battery, avian oral, fish, and daphnia. All of these required zinc data
. must be listed on the matrix and can be satisfied by citing the non-compensable MRID studies
and/or public literature listed or mentioned (but not listed) in the “Zinc Salts” RED. This RED
covers products with up to 99.9% zinc oxide and is therefore applicable to your 14.3% zinc
product. A revised TGAI data matrix must be submitted which satisfies the “Tier 1" data set.
You can either cite the RED MRID’s/public literature, or use the “Cite-All” method of support.

The following are current deficiencies on the submitted TGAI zinc matrix dated 11/4/02. We
previously advised you that the original matrix dated 9/13/02 was also unacceptable due to
various deficiencies (eg., did not list all product specific chemistry MRID numbers, missing
TGAI zinc product chemistry listings, etc.). All these deficiencies can be corrected by using
appropriate zinc RED listings for each tier 1 requirement.

1. All TGAI zinc product chemistry listings are missing. Note there are only 11 TGAI product
chemistry data requirements listed in 40 CFR Part 158. This can be fixed as discussed above.

2. The acute toxicity listings are shown a “Waived per RED”. This is unacceptable because the
RED waiver for these data was based on different uses than your proposed uses. You can satisfy
the tier 1 acute data as discussed above.

3. The rest of the toxicity listings on the matrix can be satisfied as discussed above.

D. Data certificates

You must submit a “Certificate With Respect To Citation of Data” to cover the product specific,
and TGAI data for each unregistered active ingredient. One certificate can be used if the same
method of support is used for both data compensation responsibilities (product specific, TGAI
zinc), but you must so indicate this on the certificate.
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Ciba Specialty Chemicals Corporation
B102 Z-WR-2

The purpose of this submission is to request and justify a waiver from submission of data to fulfill
certain data requirements which are not applicable to Irgaguard® B102 Z.

OPPTS 830.6316 Explodability

The data presented under MRID 45618303 applies to a silver-zinc glass antimicrobial of similar
nature to Irgaguard B102 Z, consisting of ~2.2% ionically-bound silver and ~6.8% ionically-bound
zinc. The explodability potential of the cited MRID product is expected to be identical to Irgaguard
B102 Z. The product shows no explodabilityand neither the cited product or Irgaguard B102 Z has
any constituents with chemical bonds or functional groups associated with explodable chemicals.
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Ciba Specialty Chemicals Corporation
Report No.: B102 Z-WR page 2 of 5

. Statement of Data Confidentiality

No claim of confidentiality is made for any information contained in this submission on the basis
of its falling within the scope of FIFRA §10(d)(1)(A), (B), or (C).

Company: Ciba Specialty Chemicals Corporation

Signature: //_L“"k

Thomas Barber
. Title: Manager Product Compliance

Date: 9/13/2002
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PRODUCT CHEMISTRY REVIEW

CONFIDENTIAL STATEMENT OF FORMULA

4a. Type of formulation and source registration

* Non-integrated formulation system [X]
o  Areall TGAIs used registered? Yes[ ] No [X]

* Integrated formulation system [ ]
o if “ME-TOO”, specify EPA Reg. # of existing product:

4b. Clearance of inerts for non-food or food use:
Cleared for food use under 40 CFR §180.1001: Yes[ ] No[ ] NA[X]

4c. Physical state of product: Solid
4d. The chemical IDs and analytical information (including that for the TGAISs),
density, pH, and flammability are consistent with that given in 830, Part B
Yes[X] No[ ]
4h. NCs and CLs are acceptable: Yes[ ] No [X] Not acceptable [X]
4i. Active ingredient (s) NC LCL UCL
Zinc 143% 13.0% 15.5%

4j. For products produced by an integrated formulation system:
»  All impurities of toxicological significance have a UCL?

Yes [ | No[ ] Not applicable [X]
e All impurities of > 0.1% in the product have been identified?
Yes [ ] No[ ] Notapplicable [X]
Page 3 of 6

58




5. PRODUCT LABEL

Sa.

5b.

. ae.

5d.
Se.

5f.

The active ingredients statement (chemical IDs and NC] is consistent

with the CONFIDENTIAL STATEMENT OF FORMULA? Yes[ ] No [X]

The formulation contains one of the following:
. 10% or more of a petroleum distillate: Yes[ ] No[X]
. 1.0% or more of methyl alcohol: Yes[ ] No[X]
. Sodium nitrite at any level: Yes[ ] No[X]
. a toxic List 1 inert at any level: Yes[ ] No[X]
B arsenic in any form: Yes[ ] No[X]

If Yes to any of the above, does the inert ingredients statement contain a
footnote indicating this? Yes[ ] No|[ ] Not applicable [X]

The appropriate warning statement regarding flammability or explosive
characteristics of the product are listed on the label?
Yéu| .} No[ ] Notapplicable [X]

The storage and disposal instructions for the pesticide and container are
in compliance with PR Notice 84-1 for household use products or PR Notice
83-3 for all other uses? Yes [X] No|[ ] Noton label

Does the product require an expiration date at which time the NC falls

below the LCL (based on the one year storage stability data or other information)?
Yes|[ ] No [X]

Page 4 of 6
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Ciba Specialty Chemicals Corporation
Report No.: B102 Z-WR page 2 of 5

Statement of Data Confidentiality

No claim of confidentiality is made for any information contained in this submission on the basis
of its falling within the scope of FIFRA §10(d)(1)(A), (B), or (C).

Company: Ciba Specialty Chemicals Corporation

Signature: //-L‘—'k

Thomas Barber
Title: Manager Product Compliance
Date: 9/13/2002
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Form Approved. OMB No, 2070-0060

United States

Environmental Protection Agency
Washington, DC 20460

Registration | OPP ldentifier Number
Amendment :
Other %’91 720

Application for Pesticide - Section |

1.Cmnv}?rgduﬂﬂmbor

2. EPA Product Manager 3. Proposed Classification

4. Company/Product (Name)

D None D Restricted

PM#

5. Name and Address of Applicant finclude ZIP Code)

\

\

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
{b){i), my product is similar or identical in composimn and labeling
to:

A\

Resubmission in response to Agency letter dated A

\ EPA Reg. No.
\ /
D Check if this is 8 new address \\ Product Name £
e
\ Section - Ii F
Amendment - Explain bslow. \ Finel printed labsls in feeponss o

Agency letter dated’

D Notification - Explain below.

\

[]

"Me Too" Application.

Other - Explain below.

Z
Explanation: Use additional page(s) if necessary. (For section | Section Il.) g, 4
/
/.'
S\/ /
Spc'tidn -l
1. Material This Product Will Be Packaged In:
Child-Resistant Packaging | Unit Packaging ,/ w.m suuu} ackaging 2. Type of Container
Yes® B Yes S Yes Metal
/ Plastic
No o / 4 Glass
If "Yes" / ‘No. per If "Yu o per Paper
tion must Unit Packagi
ng w container Package wgt maimr Other (Specify)
be submitted /,”‘ -\ izg
3. Location of Net Contents Information 4. Size(s) Retail Container \ | 5. Location of Label Directions
2 \ On Label
D Label D Container \.\ On Labeling accompanying product
6. Manner in Which Label is Afﬁxy/t; Product H‘lho?rlg:\d E Other
/ Stenciled \

—

Section - IV "‘,,

1. Contact Point !Conpku items directly below for identification of individual to be contscted, if ﬁ\pcossory, to process this application.)

Name Title Telephone No. (Include Area Code)
Certification 6. Date Application

| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Received

| acknowledge that any knowingly false or misleading statement may be punishabls by fine or imprisonment or (Stamped)

both under applicable law.
2. Signature 3. Tite
4. Typed Name 5. Date :

78

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete.

White - EPA Flle Copy (original) Yellow - Applicant Copy
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U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

CIBA SPECIALTY CHEMICALS CORPORATION
REGULATORY AFFAIRS & LEGAL

540 WHITE PLAINS ROAD

TARRYTOWN, NY 10591

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 10/08/02. Our staff

has completed a preliminary analysis of the material. The results are

provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annotated with Master Record ID’s (MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.

OCT 16 2002

80




81



82



83



v8



S8






.8



88



89



IRGAGUARD® B102 Z

Zinc zeolite
An antimicrobial agent for formulating use only.

Active ingredient:
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» 06 KEEP OUT OF REACH OF CHILDREN
. 88
CAUTION
FIRST.41D:
Havé sha pfoduct container or label with you when calling a poison control center or doctor, or going for treatment.
IF IN EYBES e Hold eye open and rinse slowly and gently with water for 15-20 minutes.
CA Remove contact lenses, if present, after the first 5 minutes, then continue
rinsing eye
¢ (Call a poison control center or doctor for treatment advice
FOR 24-HOUR EMERGENCY MEDICAL ASSISTANCE, CALL
1-800-873-1138
EPA Establishment No. 70404-AL-002 EPA Registration No. 40810-
Net Weight Lot No.

Ciba Specialty Chemicals Corp.
Plastic Additives

540 White Plains Road
Tarrytown, NY 10591

DRAFT label, IRGAGUARD® B102Z page 1 of 2
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IRGAGUARD® B102 Z

Zinc zeolite

An antimicrobial agent for formulating use only.

Active ingredient:
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CAUTION
FIRST AID:
Have the product container or label with you when calling a poison control center or doctor, or going for treatment.
IF IN EYES e Hold eye open and rinse slowly and gently with water for 15-20 minutes.
0 Remove contact lenses, if present, after the first 5 minutes, then continue
rinsing eye
e Call a poison control center or doctor for treatment advice
FOR 24-HOUR EMERGENCY MEDICAL ASSISTANCE, CALL
1-800-873-1138
EPA Establishment No. 70404-AL-002 EPA Registration No, 40810-
Net Weight Lot No.
Ciba Specialty Chemicals Corp.
Plastic Additives
540 White Plains Road

Tarrytown, NY 10591

DRAFT label, IRGAGUARD® B102 Z page 1 of 2
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